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implantable medical device may comprise a housing (3638,40). and at least one surface of at least one of the housings may be 
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coNCAvrrv of an implantable medical device 

[0001] This application claims the benefit of: 

1 . U.S. Provisional Application entitled "CRANIAL 
NEUROSTIMULATOR AND METHOD," Serial No. 60/43 1 .854, 
(Attomey Docket No. P-10S91 .00), filed on December 9, 2002; 

2. U.S. Provisionat Application entitled "IMPLANTABLE CRANIAL 
MEDICAL DEVICES AND METHODS," Serial No. 60/471,262, 
(A.ttomey Docket No. P- 1 1 462.00), filed on May 1 6, 2003; 

3. U.S. Provisional AppKcatioTi entitled "IMPLANTABLE CRANIAL 
MEDICAL DEVICES AND METHODS," Serial No,60/503.945, 
(Attorney Docket No. P-1 1696.00), filed, on September 20, 2003; 

4. U.S. Provisional AppUcation entitled 'IMPLANTABLE CRANIAL 
MEDICAL DEVICES AND METHODS," Serial No. 60/503,946, 
(Attorney Docket No. P-1 1697.00), filed on September 20, 2003 ; 
and 

5. U.S. Provisional Applicatton entitled "Thin Nearo Stimulation 
System, Device and Method," Serial No. 60/507,857, (Attorney 
Docket No. P-202I LOO), JBled on October 1, 2003. 

[0002] The fbllowiiag co-pending and coirnnonly-assigned related U.S. Patent 
Applications are filed on even date herewith: 

1 . U.S. Patent Application entitled "MODULAR IMPLANTABLE 
MEDICAL DEVICE," to Carl D, Wahlstrand et al., filed Decembea: 
9, 2003, assigned Attorney Docket No.; 1023-318US01/P- 
10891.00; 

2. U.S. Patent Application entitled "IMPLANTATION OF LOW- 
PROFILE IMPLANTABLE MEDICAL DEVICE," to Ruchika 
Singhal et al„ filed December 9, 2003, assigned Attorney Docket 
No.: I023-330US01/P-11795.00; 

3. U.S. Patent Application entitled "COUPLING MODULE OF A 
MODULAR IMPLANTABLE MEDICAL DEVICE," to Darren A. 
Jaaag et al., filed December 9, 2003, assigned Attorney Docket 
No.: 1023-331US01/P-'1 1796.00; 

1 
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U.S. Patemt Application entitled "OVERMOLD FOR A 
MODULAR IMPLANTABLE MEDICAL DEVICE," to Ruchika 
Singhal et al., filed Decerober 9, 2003, assigned Attorney Docket 
""Na: 1023-332US01/P-1 1 79S.O0; 
U.S. Patent Application entitled "REDUCING RELATIVE 
INTERMODULE MOTION IN A MODULAR IMPLANTABLE 
MEDICAL DEVICE," to Carl D. Wahlstrand et al., filed December 
9, 2003, assigned Attorney Docket No.: 1023-333US01/P- 
U 797.00; 

U.S. Patent Application entitled "LEAD CONNECnON MODULE 
OF A MODULAR IMPLANTABLE MEDICAL DEVICE," to 
Ruchika Singhal et al., filed December 9, 2003, assigned Attorney 
Docket No.: 1O23-334US01/P-1 1799.00; 

U.S. Patent Application entitled "LOW-PROFILE IMPLANTABLE 
MEDICAL DEVICE," to Darren A. Janzig et al., filed December 9, 
2003, assigned Attorney Docket No.: 1023-335US01/P-1 1801.00; 
and 

U.S. Patetxt Application entitled "MODULAR IMPLANTABLE 
MEDICAL DEVICE," to Carl D. Wahlstrand et d., filed December 
9, 2003, assigned Attorney Docket No,; P-2O542.O0. 
10003] Hie invention relates to medical devices, and more particularly, to 
implantable medical devices that deliver therapy to and/or monitor a patient. 
[0004] Depending on the application for which they are implanted in a patient, 
implantable medical devices (IMDs) may include a variety of electrical and/or 
mechanical components. Typically, an IMD includes a rigid housing that houses 
all of its components, which are generally fragile, to protect the components from 
forces to which they would otherwise be exposed when implanted within the 
hvmaa body. In order to avoid potentially hannfid interactions between the 
components and bodily fluids, e.g., corrosion, IMD housings ai:e typically 
hermetically sealed. Many LMD housings are fibricated fix)m Titanium because of 
its desixflble rigidity and biocompatibility. 
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[OOOSJ The size and shape of ati IMD housing is dependant on the sizes md shapes 
of the components of the IMD. Large components common to most IMDs include 
a batteiy, a telemetry coil, and a circuit board tliat carries digital circuits, e.g., 
mtegrated circuit chips and/or a microprocessor, and analog circojit components. 
Attempts have been made to reduce the size of the IMD housing by reducing tiie 
si^e of these components, changing the shape of these components, and oiganizing 
these components witliin the IMD housing to avoid empty space withiii the 
housing. Despite these efforts to reduce the size of IMD housings, the size, shape 
and rigidity of IMD housings stiU greatly limits the locations within tiie human 
body where an IMD can be practically implanted. 
[0006] Due to these limitations, an IMD is typically implanted vvithin the 
abdomen, upper pectoral region^ or subclavicular region of a patient Leads or 
catheters must be used in order to deliver therapy or monitor a physiological 
parameter at a location of the body other than where the IMD is implanted, 
hnplantation and positioning of leads and catheters can be difficult and time- 
consuming from the perspective of a surgeon, particularly where the IMD is 
located a significant distance from the treatment or monitoring site. Moreover, the 
increased surgical time, increased surgical trauma, and increased amount of 
implanted material associated with the use of leads and catheters can inci^ase the 
risk to the patient of complications associated with the implantation of an IMD. 
(0007] For example, IMDs that are used to treat or monitor the brain, e.g., to 
deUver deep brain stimulation (DBS) therapy, are implanted some distance away 
from the brain, e.g., within the subclavicular region of patients. The long leads that 
connect the implantable medical device to electrodes implanted within the brain 
require tunneling under the scalp and the skin of the neclc, thereby requiring 
increased surgery and a prolonged amount of time under general anesthesia during 
the implant procedure, as well as increased recovery time. In some cases, 
tunneling the leads under the scalp and skin of the neck requires an additional 
surgical procedure under general anesthesia. The lengthy tract along the leads is 
more susceptible to infection, and the leads can erode the overlying scalp, forcing 
removal so that the scalp can heal. Further, the long leads running under the scalp 
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and through the neck are more susceptible to fracture due to torsional and other 
forces caused by nortnal head and nedc movements, 
[0008J In general, the invention is directed to a concave implantable medical 
device. In particular, at least one surface of an implantable medical device is 
concave along at least one axis such that it substantially conforms to a surface 
within a patient, such as the cranium, when, it is implanted on that surface. In some 
embodiments, the surface of the implantable medical device substantiaUy confbnns 
to an arc with a radius that is between 4.5 and 9.5 centimeters, and is preferably 
approximately equal to 7 centimeters. 

[0009] In some embodiments, the implantable medical device comprises a 
plurality of interconnected modules, and an overmold that at least partially 
encapsulates each of the modules. In such embodiments, at least one surface of the 
ovemaold is itself concave along at least one axis. The overmold may be flexible. 
[0010] Further, each of the modules of such an implantable medical device may 
comprise a housing, and at least one surface of at least one of the housings may be 
concave along at least one axis, Both of the ovennold and housing surfaces may 
substantially conform to an arc with a radius that is between 4.5 and 9.5 
centimeters, and is preferably approximately equal to 7 centimeters. In some 
embodiments, a second surface of the ovennold and/or the housing, e.g., a top 
surface, is convex such that it also substantially confomis to the aio. In exemplary 
embodiments, the implantable medical device is implanted on the cramum of a 
patient beneath the scalp, and is a neurostimulator that delivers stimulation to the 
brain of the patient. 

[0011] In one embodiment, the invention is directed to an implantable medical 
device that includes a plurality of inteix:onnected modules, each of the modules 
comprising a housing. The implantable medical device also includes an overmold 
that at least partially encapsulates each of the modules, A suiiace of the overmold 
is concave along at least one axis. 

i;00l2] In another embodiment, th e invention is directed to an implantable medical 
device that includes a housting. The housing includes a surface that is proximate to 
a cranium of a patient when the implantable medical device is implanted on the 
cranium. The surfece of at least one of the modules is concave along at least one 
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axis such that the surface confoims substantially to an arc. A radius of the arc is 
within a range from 4.5 to 9.5 centimeters. 

[0013] The invention may be capable of providing one or more advantages. For 
exawiple, the concavity of an implantable medical, device according to the 
invention can enable the implantable medical device to be implanted at locations 
within the liuman body for which implantation of conventional implantable 
medical devices is deemed undesirable. In particular, a concave housing surface 
and/or oversold surface can enabJe an implantable medical device which delivers 
treatment to the brain of a patient) such as implantable newrostimulaf or, to be 
implanted on tiie cranium of a patient rather then more remotely from the brain, 
such as wilhin an subclavicular region of the patient Consequently, the problems 
associated with the use of long leads needed to allow a remotely implanted medical 
device to access the brain may be diminished or avoided. 
[0014] Further, the combination of a concave housing bottom surface and convex 
housing top surface, and/or the combination of a concave ovetmold bottom surface 
and a convex ovennold top surface may make the implantable device more 
comfortable, less noticeable, e.g., more cosmetically appealing, and more clinically 
a ccqjtable when implanted on the cranium beneath the scalp of the patient. For 
example, the combination of a concave overmold bottom surfece and a convex 
ovennold top surface may make the implantable medical dervice more clinically 
acceptable by resulting in tapered overmold edges that reduce the likelihood of 
skin erosion on the scalp over the device. 

[OOlS] FIG. 1 is a conceptual diagram Ulustrating an example modular implantable 

medical device implanted on the cranium of a patiesot 

[0016] FIG. 2 is a top-view diagram furtiier illustrating the modular implantable 

medical device of FIG. 1 implanted on the cranium of the patient. 

[0017] FIG. 3 is a top-view diagram further illustrating the modular implantable 

medical device of FIG. 1. 

[0018] FIG. 4 is top-view diagram illustrating a recharge module of the modular 

implantable medical device of FIG. 1. 

[0019] FIG. 5 is a block diagram illustrating a control module of the modular 
implantable medical device of FIG. 1 . 
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[0020] FIG. 6 is a block diagram illustrating a power source module of the modular 
implantable medical device of FIG. 1. 

[0021] PIGS. 7A and 7E are top-view diagrams illustniting other example modular 
implantable medical devices. 

[0022] FIGS. SA atid SB are cross-sectional diagrams of the modular implantable 
medical device of FIG. 7B illustrating the concavity of the modular implantable 
medical device of FIG, 7B. 

[0023] FIGS. 9A and 9B are cross-sectional diagrams of a module of tlie modular 
implantable medical device of FIG. 7B illustrating the concavity of the module. 
[0024] FIGS. IDA and lOB are cross-sectional diagrams of the modular 
implantable medical device of FIG. 7B iUustrating two example configurations of 
the modular implantable medical device of FIG. 7B. 

[0025] FIG. 1 is a conceptual diagram illustrating an example modular implantable 
medical device (IMD) 10 implanted on the cranium 12 of a patient 14. As will be 
described in greater detail below, IMD 10 comprises a plurality of separately 
housed and interconnected modules. Further, modular IMD 10 is concave. In 
particular, at least one suifece of an ovennold of modular IMD 10 that at least 
partially encapsulates the modules thereof is concave, and, in some embodiments, 
at least one surface of one or mote of the modules themselves is concave. 
[0026J By distributing components of tMD 10 amongst modules rather than 
including them within a single, rigid housing, the itnplantable medical device may 
be shaped and configured for implantation at locations wi thin patient 14, such as 
on cranium 12, for which implantation of conventional IMDs i s deemed 
undesirable. Further, the overmold and/or modules of modular IMD 10 may be 
concave such that they substantially conform to cranium 12. This concavity of 
modular IMD 10 contributes to the ability of modular IMD 10 to be implanted on 
cratiiircn 12 rather then more remotely from the brain of patient 14, thus avoiding 
problems associated with the use of long leads needed to allow a remotely 
implanted conventional IMDs to access the brain. Tliese problems include the 
requirement of tunneling under the scalp and the skin of the neck, increased 
surgery and recovery time, an additional procedure under general anesthesia, risk 
of infection or skin erosion along the track through which the leads are tunneled. 
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and risk of lead firacture due to torsional and other forces cansed by nonnal head 
and neck movcanents. 

[00271 The flexibility of tte intereormection between modules of IMD 10 may 
allow multiples degrees of freedom of moveraent between the modules, which in 
turn may allow the implantable medical device to conform to areas sucli as the 
surface of cranium 12, In some embodiments, the overmold may be flexible, and 
the flexible overmold and flexible interconnection of modules may allow modular 
IMD 10 to be manipulated during implantation to substantially conform to cranium 
12, allowing an already concave IMD 10 to be custom shaped to fit the cranium of 
a particular patient. Further, combinations of concave and convex housing 
surfaces and/or overmold surfaces may make the implantable deivice more 
oomfijTtable, less noticeable, e.g., more cosmetically appealing, and more clinically 
acceptable when implanted on the cranium beneath the s«dp of the patient. 
[0028] In the illustrated example, modular IMD 10 is coupled to two leads ISA 
and 16B (collectively "leads 16") that extend through holes within cranium 12, and 
into the brain of patient 14. In exemplary embodijnents, each of leads 16 carries a 
plurality of electrodes, and IMD 10 delivers stimulation to the brain of patient 14 
vi a the electrodes. Modular IMD 1 0 may be coupled to any number of leads 1 6, 
and in some embodiments is not coupled to any leads 1 6, 

[0029] FIG. 2 is a top-view diagram further illustrating modular IMD 10 implanted 
on cranimn 12 of the patient 14 In order to implant modular IMD 10 on cranium 
12, an incision 20 is made through the scalp of patient 14, and a resul ting flap of 
skin is pulled back to expose the desired area of cranium 12. The incision may, as 
shown in FIG. 2, be generally shaped like a "C." Such an incision is commonly 
refe{fred to as a "C-flap" incision. 

10030] Holes 22A and 22B (collectively "holes 22") are drilled through cranium 
12j and leads 16 are inserted through holes 22 and into the brain of patient 14. 
Caps may be placed over holes 22 as is known in the art. Leads 16 are connected 
to modular IMD 10, either directly or via a lead extension, and modular IMD 10 is 
placed at least partially within a pocket formed using a hand or a tool beneath the 
scalp behind holes 22. 
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[0031] Once positioned as desired on cranimn 12 within the pocket, modular IMD 
10 may then be fixed to cranium 12 using an attachm ent mechanism such as bone 
screws. The skin flap may be closed over modular IMD 10, and the incision may 
be stapled or sutured. The location on cranium 12 at which IMD 10 is illustrated 
as implanted in FIG. 2 is merely exemplaiy, and IMD 10 can be implanted 
anywhere on the surface of cranium 12. Further details regarding exemplary 
techniques for implanting IMD 10 on the cranium may be found in a commonly- 
assigned U.S. Patent Application entitled "IMPLANTATION OF LOW-PROFILE 
IMPLANTABLE MEDICAL DEVICE." assigned Attorney Docket No.: 1023- 
330US01/P-11795.00. 

[0032] Because of the flexibility provided by interconnect members and/or an 
overmold of modular IMD 10, the IMD may be manipul ated during implantati on 
such that it conforms to cranium 12. For example, in some embodiments a 
clinician can manipuilate modular IMD 10 into conformance vrifh cranium 12 while 
IMD 10 is on cranium 12 and fix modular IMD 10 into place using bone screws or 
the like. In other embodiments, the clinician may manipulate modular IMD 1 0 into 
confonnancc with cranium 12 with IMD 1 0 on and/or off of cranium 12, aad IMD 
10 may substantially retain the form into which it is manipulated. 
[0033] As mentioned above, modular IMD 10 may deliver stimulation to the brain 
of patient 14 to, for eK,ample, provide deep brain stimulation (DBS) therapy, or to 
stimulate the cortex of the brain. Cortical stimulation may involve stimulation of 
the motor cortex. Modular IMD 10 may be used to treat^any netvotis system 
disorder including, but not limited to, epilepsy, pain, psychological disorders 
including mood and amdety disorders, movement disorders (MVD), such as, but 
not limited to, essential tremor, Parldnsan's disease, and neurodegenerative 
disorders. 

[0034] However, modular IMD 10 is not limited to delivery of stimulation to the 
brain of patient, and may be employed with leads 1<5 deployed anywhere in the 
head or neck in cluding, for example, leads deployed on or near the surface of the 
skull, leads deployed beneath the skull such as near or on the dura mater, leads . 
placed adjacent cranial or other nerves in the neck or head, or leads placed directly 
on the surfece of the brain. Moreover, modular IMD 10 is not limited to 

g 
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implantation on cranium 12. Indeed, modular IMD 1 0 may be implanted anywhere 
within patient 14, and may be made suitably concave for implantation at any 
location. For example, modular IMD 10 can be implanted within the neck of 
patient 14, and deliver stimulation to the vagus nerve or the cervical region of the 
spinal cord. 

[0035 J Modular IMD 10 may alternatively be implanted within a pectoral region or 
the abdomen of patient 14 to act as a diaphragmatic pacer , or to provide any of the 
monitoring and therapy delivery functions known in the art to be associated with 
cardiac pacemakers. Further, modular IMD 10 may be implanted in the upper 
buttock region and deliver spinal cord, urological or gastrological stimulation 
therapy, or may be configured to be implanted within the periphery, e.g., limbs, of 
patient 1,4 for delivery of stimulation to the muscles and/or peripheral nervous 
system of patient 14. As is the case with cranium 12, the modularity of IMD 1 0 
' may enable implantation at some of these example locations for which 
implantation of conventional IMDs is generally deemed undesirable. 
[00361 Modular IMD 1 0 is not limited to embodiments that deliver stimulation. 
For ejcample, in some embodiments modular HvID 10 may additionally or 
alternatively monitor one or more physiological parameters and/or the activity of 
patient 14, and may include sensors for these purposes. Where a tlierapy is 
deli vesred, modular IMD 1 0 may operate in an open, loop mode (also referred to as 
non-responsive operation), or in a closed loop mode (also refwred to as 
responsive). Modular IMD 10 may also provide warnings based on the 



[0037] As discussed above, tlie ability of a modular IMD TO according to the 
invention to be implanted close to a region within patient 14 to be monitored 
ernables the use of shorter leads 16. Shorter leads 16 may advantageously improve 
tlie accuracy of such sensors by reducing noise attributable to leads 16. Shorter 
l eads 16 may also advantageously reduce the negative affects of imaging 
techniques such as magnetic resonance imaging "MRI" on a person implanted with 
IMD 10. 

[0038] Further, in some embodiments modular IMD 10 can additionally or 
alternatively deliver a therapeutic agent to patient 14, such as a pharmaceutical, 
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biological, or genetic agent. Modular IMD 10 may be coupled to a catheter, and 

may indude a pump to deliver the therapeutic agent via the catheter, 

[0039] FIG. 3 is a top-view diagram fiirther illusltating modular IMD 10. lit the 

illustrated embodiment, modular IMD 10 includes three modules: a control 

module 30, a power source module 32, and a recharge module 34. As shown itx 

FIG. 3, modules 30, 32 and 34 include separate housings 36, 3S and 40, 

respectively. 

[0040] Control module 30 includes control electronics within the housing, e.g., 
electronics that conttol the monitoring and/or therapy delivery ftinctions of 
modular IMD 1 0, such as a microprocessor. Control module 30 may also include 
circuits for telemetry commimication with esttemal programmers or other devices 
within the housing. Housing 36 of control module 30 may be hemetic in order to 
protect the control electronics therein, and in exemplary embodmients is formed of 
a rigid material, such as titanium, stainless steel, or a ceramic. In exemplary 
embodiments, housing 36 is a low-profile, concave housing, and techniques for 
arranging components of control module 30 to enable such a low-profile, concave 
housing are described in greater detail in a commoinly-assigned U.S. Patent 
Application entitled "LOW-PROFILE IMPLANTABLE MEDICAL DEVICE," 
assigned Attomey Docket No.: 1023-335US01 / P-1 1 801 .00. 
[0041] Power source module 32 includes a power source within housing 38. The 
power source provides power for components of other modules, such ss the control 
electronics within control module 30. The power source may be any power source 
suitable for use within an IMD, such as one or more battedes, capacitors, solar 
cells, fuel cells, nuclear cells, or any combination thereof. In an exemplary 
embodiment, the power source comprises a rechargeable Lithium Ion battery, 
which may have a thin wound coil constraction, or a foil pack or other non-coiled 
construction to more easily fit within housing 38 which may be concave and less 
than 5 millimeters thick with an approximately one square inch surface area. 
Housing 38 may be hermetic, and may be formed of titanium, stainless steel, or a 
ceramic. Power source module 32 may include an insulator within housing 38 to 
isolate housing 38 from the power source. 
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[0042] Whfii-e the power source includes a rechargeable power, such as a 
rechargeable battery and/or a capacitor, modular IMD 10 may include recharge 
module 34. As shown in FIG. 4, recharge module 34 includes a recharge coil 42 
within housing 40. Recharge coil 42 inductively receives energy from an external 
recharging unit (not illustrated) llirough the skin of patieut 14 to recharge the 
power source. Recharge coil 42 may be toed of windings of copper or another 
highly conductive material. Botli recharge coil 42 and housing 40 may be made 
concave. Housing 40 need not be hermetic, and may be fbnned of materials such 
as silicone, polymers and ceramics. 

[0043] Housings 36, 38 and 40 may have any shape, including the round, coin 
shape and rectangular shapes wifli rounded, edges illustrated in FIG. 3. Further, the 
surface of one or more of housings 36j 38 and 40 proximate to cranium 12 when 
implanted may be concave along at least one axis, and preferably two axes. The 
concavity of housings 36, 38 and 40 will be described in greater detail below with 
reference to FIGS. IDA and lOB. 

[0044] Modules 30, 32 and 34 can be configured in a vari ety of ways, and the 
configuration illustrated in FIG. 3 is merely exemplary. Additional exemplary 
configurations are described with reference FIGS. 7A and 7B bdow. Further, 
modular IMD 10 can include any ixumber of modules, and may include other types 
of modules instead of or in addition to a power source module 32 and a recharge 
module 34. For example, modular IMD 10 can, include additional power source 
modules, modules that include additional memory that is accessible by the control 
electronics within control module 30, modules that include reservoirs for storing 
therapeutic agents and pumps for delivering therapeutic agents to patient 14, and 
modules that include sensors sensing physiological parameters, such as pressures 
or blood flows, or the activity level of patient 12. Each such module may include a 
surface that is concave along at one axis. Further details regarding additional 
modules for and/or configurations of modules of a modular IMD may be found in a 
commonly-assigned U.S. Patent Application entitled "MODULAR 
IMPLANTABLE MEDICAL DEVICE" assigned Attomey Docket No: 1 023- 
318USO1/P-10S9L00. 
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[0045J Power source module 32 is coupled to control module 30 by a flexible 
interconnect member 44, which encloses a conductor that allows transmission of 
energy from the power source of power source module 32 to components such as 
the control electronics within control module 30. In embodiments where energy is 
transferred via a DC voltage on the conductor, it may be necessary to m,ake flexible 
interconnect member 44 hermetic. In embodiments in which flexible interconnect 
member 44 is hermetic, flexible interconnect member 44 may be made of titanium 
or stainless steel. In embodiments where energy is transferred via a charged- 
balanced voltage on the conductor, such as au AC voltages, flexible interconnect 
member 44 need not be heimetic, and may be made of any material including 
silicone or various polymers.. 

10046] In the illustrated embodiment, the control electronics of control module 30 
regulates the recharging and discharging of the power source within power source 
module 32. Consequ^tly, as shown in FIG. 3, recharge module 34 is coupled to 
control module 30 by a flexible interconnect member 46 that encloses a conductor 
that allows transmission of energy inductively received by coil 42 to control 
module 30. Because the energy is transferred on the conductor via a chaiged- 
balanced voltage, flexible interconnect member 46 need not be hermetic, and may 
be made of any material including titanium, stainless steel, ceramics, silicone or 
various polymers, 

[0047] Ihteroonnect members 44 and 46 are flexible. In some embodiments, as 
indicated above, interconnect membeacs 44 and 46 are made of a flexible material 
such a& silicone or a flexible polymer. In emibodiments where fleTdble member 44 
is hermetic and made of substantially less flexible material, such as titanium or 
stainless steel, the flexibility of interconnect member 44 is provided by the 
configuration and/or construction of flexible interconnect member 44. 
(0048) Interconnect member 44 is flexible in a plurality of directions to provide 
modules 30 and 32 with multiple degrees of freedom of motion with respect to 
each other. In exemplary embodiments, intercomiect member 44 provides at least 
three degrees of motion, and the degrees of motion provided include rotational 
motion. Further details regarding the configuration and/oir constiuction of 
interconnect memba:44 to provide such flexibility may be found in, a commonly- 
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assigned U.S. Patent Application entitled "COUPLING MODULE OF A 
MODULAR IMPLANTABLE MEDICAL DEVICE," assigned Attorney Docket 
No.: 1023-331US01 /P"l 1796,00. 

[0049] As shown in FIG. 3, modular IMD 10 includes an ovennold 48, which may 
be flexible. In the illustrated embodiment, ovemiold 48 at least partially 
encapsulates each of housings 36, 38 and 40. Overmold 48 integrates modules 30, 
32 and 34 into a desired form factor, but where flexible, allows relative 
intermodule motion. In some embodiments, a flexible overmold 48 incorporates 
mechanical features to restrict intermodule motion to certain directions or within 
certain ranges. A fleirible overmold 4S may be made jSom siliconej, and is some 
embodiments may be made from two or more materials of differing fleixibility, 
such as silicone and a polyurethane. An exemplary poljnurethaiie for this purpose 
is Teoothane®, which is commercially available from Hermedics Polymer 
Products, Wihnington, MA. Use of the term "ovesrmold" herein is not intend to 
limit the invention to embodiments in which overmold 48 is a molded structure. 
Ovennold 48 may be a molded structure, or may be a structure fomied by any 
process. 

[0050] Ovettnold 48 can be shaped to contour to cranium 12, e.g., may be concave 
along at least one axis, and may be contoured at its edges to prevent skin erosion 
on the scalp of patient 14, The flexibility and shapOj e.g., concavity, of overmold 
48 may improve the ootnfbrt and cosmetic appearance of modular IMD 10 under 
the scalp. Further details regarding the overmold and techniques for restricting 
intermodular motion in a modular IMD 1 0 may be found in a commonly-assigned 
U.S. Patent Application entitled "OVERMOLD FOR A MODULAR 
IMPLANTABLE MEDICAL DEVICE." assigned Attorney Docket No.: 1023- 
332US01 / P4 1798.00, and a commonly-assigned U.S. Patent Application entitled 
"REDUCING RELATIVE INTERMODULE MOTION IN A MODULAR 
IMPLANTABLE MEDICAL DEVICE," assigned Attorney Docket No.; 1023- 
333US01 /P^n 797.00. 

[0051] In the illustrated embodiment, modular IMD 10 also includes lead 
connector modules 50A and 50B (collectively "lead connector modules 50") 
fonaed within ovemiold 48 to receive leads 16 or lead extensions coupled to leads 
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16. Conductors 52 extend from lead connector modules 50 to hennetic 
feedthroughs (not illustrated) ■within, housing 36 of control module 30. Lead 
connector modules 50 may be foimed anjT^^here witbin ovennold 48. In 
embodiments where ovennold 48 includes both a rigid material and £le?tible 
material, the rigid materi al may form at least part of lead connector modules 50 to 
secure leads 16 or lead extensions, and to protect conductors 52 from damage that 
may result from flejdng within ovennold 48, 

10052J FIG. 5 is a block diagram illusttaling control module 30 of modular IMD 
10. As described above, control module 30 includes control electronics that 
control the functioning of modular IMD 10 witlnn housing 36. The control 
electronics include a processor 60, which may take the form of a microprocessor, 
digital signal processor (DSP), application specific integrated circuit (ASIC), field- 
programmable gate array (FPGA), or other logic circuitry. 

[00S3] Control module 30 also includes a memory 62, such as a read-only memory 
(ROM), random access memory (RAM), electromcally-erasable programmable 
ROM (EEPROM), flash memory, or the like. Memory 62 may store program 
instructions that may be executed by processor 60 and thereby control the 
ftinctioning of modular IMD 1 0. Processor 60 may also store data colleted during 
treatmeat and/or monitoring of patient 14 within memory 62. 
[0054] In some embodiments, control module 30 includes telemetry circuitry 64, 
which enables processor 60 to communicate with other devices such as an external 
programming device via radio-frequency communication. Telemetry circuitry 64 
may include a telemetry coil (not illustrated), which may be fabricated of windings 
of copper or another highly conductive material. The configuration and location of 
telemetry coil within housing 36 may be dictated by the available space wilhin 
housing 36 and the conromrdcation requirements of telemetry circuitry 64. Further 
detail regarding the configuration and location of the telemetry coil may be found 
in a commonly-assigned U.S. Patent Application entitled "LOW-PROFILE 
IMPLANTABLE MEDICAL DEVICE." assigned Attorney Docket No: 1023- 
335US01/P-1 1801.00. 

[0055] In some embodiments modular IMD 10 delivers electrical stimulation, and 
more particularly, control module 30 includes therapy delivery circuitry 66 within 
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housing 36 that generates electrical stimulation. In exemplary embodiments, 
therapy delivery circuitry 66 comprises circuits jfbr the generation of electrical 
stimulation in the form of pulses, such as capacitors and switches. In etiabodiments 
in which modular IMD 1 0 is a neurostimulator coupled to leads 1 6 that include a 
plurality of electrodes, therapy delivery circuitry 66 may deli ver the pulses to a 
switch matrix 6S, which, comprises an array of switches. In such embodiments, 
processor 60 interacts with switch matrix 68 to select electrodes for delivery of 
generated, stimulation pulses. Based on the selections made by processor 60, 
switch matrix 6S delivers the pulses to conductors thai pass thrtrtigh feedthroughs 
in housing 36 and to electrical contacts on leads 16 that axe electrically coupled to 
the desired electrodes caxried by leads 1 6. 

[0056] TTie illustrated components of control module 30 receive energy from the 
power source within power source module 32 via interconnect member 44 (FIG. 
3). In some embodiments in which the power source is rechargeable, control 
module 30 receives energy inductively captured by recharge module 34 via 
interconnect member 46, and includes power management circuitty 70 that 
controls the recharging and discharging of the power source. Power man agement 
circuitry 70 may ensure that the power source is not overcharged, over-discharged, 
or harmed. In som e embodiments, power management circuitry 70 includes 
circuits to measure voltages, currents or temperatures associated with the power 
source, or rates of change of these parameters, and controls rechargiitg and 
discharging according to the measured values. Power management drcuitiy 70 
may also include circuits, such as rectifier drcuitSj for converting AC voltages 
provided by recharge coil 42 (FIG. 4) into DC voltages for recharging the power 
source, 

[0057] FIG. 6 is a block diagram illustrating power source module 32 of modular 

IMD 10. Power source module 32 includes a rechargeable power source 80 within 
housing 3S, which may include a battery and/or a capacitor. Further, in some 
embodiments, power source module 32 includes power management circuitry 82. 
[0058] Although not illustrated herein, in some embodiments flexible interconnect 
member 44 directly ooimects recharge module 34 to power source module 32. In 
such embodiments, management circuitry 82 controls the recharging and 
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disdwging of power source SO instead of, or in addition to power management 
circuit 70 within control module 30. As described above with reference to power 
management circuitry 70 illustrated in FIG. 5, power management circuitry S2 may 
ensure that power source 80 is not overcharged, over-dischaxged, or hatmed. In 
some embodiments, power management circuitty 82 includes circuits to measure 
voltages, currents or temperatures associated with power source 80, or rates of 
change of these parameters, and controls recharging and discharging of power 
source 80 according to the measured values. 

[0059] Power management circuitiy 82 may also include circuits, such as rectifier 
circuits, for conveirting AC voltages provided by recharge coil 42 (FIG. 4) into DC 
voltages for recharging power source SO. In some embodiments in which 
interconnect member 44 is non-hermetic, power management circuitry 82 includes 
modulating circuits, i.e., circuits tiiat enable power management circuitty 82 to 
deliver energy to control module 30 in the form of charge-balanced, e.g., AC, 
voltages on a conductor. In such embodiments, control module 30 includes 
circuits, such as rectifier dicuits. to convert the change-balanced voltages to DC 
voltages for use by components of control module 30. 

[0060} FIGS. 7A and 7B are top-view diagrams illustrating other example modular 
IMDs 90 and 100, respectively. More particularly, FIGS. 7A and 7B illustrate 
modular IMDs 90 and 100 that include alternative arrangements of modules 30, 32 
and 34, flexible interconnect members 44 and 46, and lead comiection modules 50. 
Further, FIGS. 7A and 7B illustrate alternatively shaped, ovetmolds 92 and 102, 
respectively, that at least partially encapsulates modules 30, 32 and 34 of modular 
IMDs 90 and 100. 

[0061| FIGS. 3 and 7A illustrate substantially triangular configurations of modules 
30, 32 and 34 within modular IMDs 10 and 90, respectively. Further, overmolds 
48 and 92 of IMDs 10 and 90 have substantially triangular shapes. Substantially 
triangular configurations of modules 30, 32 and 34 and substantially triangularly 
sh^ed overmolds such as overmolds 48 and 92 may be preferred for some 
implantations, such as ttiat described with refetefnce to FIG. 2, in order to reduce 
the depth of the pocket formed under the scalp of patient 14. Reduced pocket 
depth may allow for easier explant of modular IMDs 10 and 90 in the event explant 
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i« required. Howcverj other configurations are possible, such as the substantially 
linear conSguralion of modules 30, 32 and 34 -svifhin modular TMD 100 illustrated 
FIG, 7B. 

[0062] FIGS. 8A and SB are cross-sectional diagrams of modular IMD 100 
illustrating the concavity of modular IMD 100. In particular, FIGS. 8A and SB 
illustrate the concavity of overmold 102 of modular IMD 100. The cross-sections 
are taken along axes 1 04 and 106 illustrated in FIG. 7B, In the example illustrated 
in FIGS. 8A and SB, overmold 102 is concave both of axes 104 and 106, 
[0063] Overmold 1 02 may be concave such that it substantially conforms to 
oramum 102. Human cramums have a radius of curvature that is generally 
between 4.5 and 9.5 centimeters, and an average radius of curvature is 
approximately 7 centimeters. Consequently, as illustrated in FIGS. 8A and SB, 
surface 1 10 of ovemiold 102 is concave such that overmold 102 substantially 
conforms to an arc 1 12 with a radius 114 that is between 4.5 and 9.5 centimeters, 
and is preferably approTcimately equal to 7 centimeters. Surface 110 is a "bottom" 
surface of overmold 102 that is proximate to cranium 12 when IMD 100 is 
implanted thereon. A "top" surface 116 that is distal fium cranium 12 when IMD 
100 is implanted thereon may be convex as shown in FIGS. SA and SB, and may 
also substantially conform to ate U 2. 

[0064] Although overmold concavity is illustrated with respect to linearly 
configured modular IMD 100 and its overmold 102, it is understood that modular 
IMDs with any configuration of the modules therein and any overmold shape may 
be concave as described with reference to modular MD 100, For example, 
ovemiolds 48 and 92 of modular IMDs 10 and 90 depicted in FIGS, 3 and 7A may 
be concave as described with reference to modular IMD 100, Further, although 
overmold 102 is depicted as having a smoothly curving surfaces 110 and 116, it is 
understood that overmold surfaces that comprise two or more flat surfaces meeting 
at angles may be concave such that they substantially conform to a cranium and/or 
an arc as described herein. 

[0065] FIGS. 9A and 9B are cross-sectional diagrams of contirol module 30 
illustrating the concavity of housing 36 of control module 30. FIGS. 9A and 9B 
illustrate different configurations of housing 36. Specifically, FIG. 9A illustrates 
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housing 36 in an embodiment in which a. surface 120 that would be proximate to 
cranium 1 2 when modular ,TMD 1 00 is implanted thereon is smoothly curved. FIG. 
9B on the other hand, illustrates Jiousing 36 in an embodiment where surface 120 
includes flat portions that interface at an angle in order to achieve substantial 
concavity, and in particular a central portion 122 and taper portion 124. In both 
embodiments, surface 120 substantially conforms to arc 1 12 with a radius 1 14. 
[0066] The examples of FIGS. 9 A and 9B is merely exemplary, and surface 120 
may include any number of portionSj which may be flat or have varying radii of 
curvature, so long as surface 120 is concave as described herein. In some 
embodiments, a "top" surface 126 that is distal fiom cranium 12 when IMD 1 00 is 
implanted thereon may be convex as shown in FIGS, 9A and 9B, and may also 
substantially contbim to arc U 2. Further, one or both of surfaces surface 120 and 
126 may, as described abovej be concave along one axis or two axes. 
[0067] Althougli the concavity of the modules of modular IMD 100 is described 
with reference to control module 30i it is understood that modules 32 and 34 and 
any additional or alternative modules may include a housing with a surface that is 
concave along at least on axis as described herein. For example, in embodiments 
where power source module 32 includes a battery with a thin wound-coil 
coDjStruction within housing 38 the wound coil is bendable in one direction such 
that both it and housing 38 may be made concave along one axis. In embodiments 
where power source module 32 includes a battery with a foil pack oonstniction 
within housing 38, the foil pack is bendable in two directions such that both it and 
housing 38 may be made concave along two axes. Further, both housing 40 and a 
recharge coil 42 formed of windings of copper therein may be made concave along 
one or two axes. 

[0068] FIGS. lOA and lOB are cross-sectional diagrams illustrating two example 
configurations of ovemiold 102 of modular IMD 100, the cross-section taken along 
axis 94 (FIG. 7B). FIG. lOA illustrates an embodiment of IMD 100 in which 
overmold 102 fully encapsulates modules 30, 32 and 34, while FIG. lOB illustrates 
an embodiment of IMD 100 in which overmold 102 partially encapsulates modules 
30, 32 and 34. In embodiments where overmold 102 partially encapsulates 
modules 30, 32 and 34, overmold 102 leaves portions 130, 132 and 134 of modules 
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30, 32 and 34 exposed, respectively. Portions 130, 1.32 and 134 may, as illustrated 
in FIG. lOB, be lower portions of modules 30, 32 and 34, e.g., portions of the 
modules tJiat ate proximate to cranium 12 wheiy modulai- IMD 100 is implanted 
fliereon. Embodiments in which oveimold 102 folly encapsulates modules 30, 32 
and 34 may be preferred as providing greater patient comfort and protection of tbe 
modules. However, in some embodiinents in which portions 130, 132 and 134 are 
exposed, troughs may be drilled into the surface of cranium 12 tb at are sisjed to 
receive the portions. By recessing portions 130, 132 aad 134 into such troughs, the 
height of modular IMD 100 above cranium 12 may be reduced. 
[0069] Various cmbodttnetits of the invention have beea described. However, one 
skilled in the art will appreciate that modification maybe made to the described 
embodiments. For ejsamplej although described herdti in the context of a modular 
IMD including flexibly intercoDnected modules and an overmold, in some 
embodiments the interconjiections between modules of an, IMD are not flexible. 
Moreover, in some embodiments, an IMD that is not modular comprises a single 
housing that includes a surface that is concave as described herein. 
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CLAIMS: 



1 . An implantable medi cal device ccanprisixig: 

a plurality of intercomiected, modules, each of the modules comprising a 
housing; and 

an ovennold that at least partialiy encapsulates each of the housings, 
wherein a surface of the flewble overmold is concave along at least one ajcis. 

2. The implantable medical device of claim 1 , wherein the surface of the 
oveonold is concave along two axes. 



3. The implantable medical device of claim 1 , wherein the overmold is 
flexible. 



4. The implantable medical device claim 1 , wherein the surface of the 
ovennold is concave such that the surface confbnns substantially to the cranium. 

5. The implantable medical devi ce of claim 1 , wherein the surface of the 
overmold is concave such that the flexible overmold conforms substantially to an 
arc, and a tadius of the arc is within a range from 4,5 to 9.5 centimeters. 

6. The implantable medical device of claim 5, wherein the radius of the arc is 
approximately equal to 7 centimeters. 

7. The implantable medical device of claim 5, wherein the surface comprises 
a jSrst surfece of the overmold that is proximate to a cranium of a patient when the 

implantable medical device is implanted on the cranium, and a second surface of 
the overmold that is distal from the cranirai when the implantable medical device 
is implanted on the cranium substantially confbims to the arc. 
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8. The impltuitable medical device of claim 1, wherein the ovemiold does not 
encapsulate a portion of each of the modules th^t is proximate to a cranium of a 
patient when the implantable medical device is implanted on the craiii-uta, 

9. The implantable medical device of claim 1 , wherein the housing of each of 
the modules comprises a surface that is proximate to a cranium when, the 
implantable medical device is implanted on the cranium, and the surface of at least 
otie of the modules is concave along at least one axis. 

1 0. The implantable medical device of claim 9, wherein the module comprises 
a control module that includes oontxol electronics, and tbe surfiice of the housing is 

. concave along two axes. 

1 1 - The implantable medical device of claim 9, wherein the module is a power 
source module that include a batteiy with a wound coil construction, and the 
surface of the housing and the wound coil battery are concave along one axis. 

12. The implantable medical device of claim 9, wherein the module is a power 
source module that include a battery with a foil pack construction, and the surface 
of the housing and the foil pack battery are concave along one axis. 

13. The implantable medical device of claim 9, wherein the module com.p]ises 
a rechaige module that includes a recharge coil for inductively recd ving energy, 
and the sutface of the housing and the coil are concave along two axes. 

14. The implantable medical device of claim 9, wherein the surface of the 
housing is concave such that the surface confoims substantially to the cranium. 

15. The implantable medical device of claim 9, wherein, th.e surface of the 
housing is concave such that the surface conforms substantially to an arc, and a 
radius of the arc is within a range from 4.5 to 9.5 centimeters. 
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16. The implantable medical device of claim 15, wherein the radius of the arc 
is approximately equal to 7 centimeters. 

1 7. The implantable medical device of claim 15, wherein the smface of the 
ho-using comprises a first surface of the housing, and a second surface of the 
housing that is distal fixtm the cranium when the implantable medical device is 
implanted on the cranimn conforms to the arc. 

1 8. The implantable medical device of claim 1 , further comprising: 

a therapy ddivery circuit to delivrar stimulation to a brain of the patient; and 
control electronics to control the delivery of stimulation by the therapy 

delivery circuit, wherein the thempy delivery circuit and control electronics are 

located within one of the modules. 



B8/09/2007 14:56 6517351102 



SHUMAKER & SIEFFERT 



PAGE 



WO 2004/052459 PCT/US2003/03S9«2 



1/10 




FIG. 2 



B8/09/2007 14:56 6517351102 



SHUMAKER S SIEFFERT 



PAGE 25 




FIG. 3 



08/09/2007 14:56 6517351102 SHUMAKER S SIEFFERT 



WO 2004/052459 PCT/IIS2003/038982 



3/10 




FIG. 4 



88/09/2007 14:55 6517351102 
WO 2004/OS2459 



SHUMAKER & SIEFFERT 



PAGE 28 



PCT/US2003/038982 



4/10 




68/09/2007 14:56 6517351102 



SHUMAKER & SIEFFERT 



PAQE 29 




B8/09/2007 14:56 6517351102 



SHUMAKER & SIEFFERT 



PAGE 30 



WO 2004/052459 PCT/US2003/058982 



6/10 




68/09/2007 14:56 6517351102 



SHUMAKER & SIEFFERT 



PAQE 31 



WO 20(14/052459 PCT/US2«03/038982 



7/10 




FIG. 8A 



B8/09/2007 14:56 6517351102 



SHUMAKER S SIEFFERT 



PAGE 32 



WO 2004/052459 PCT/US2003/038982 



S/10 




FIG. 8B 



68/09/2007 14:56 6517351102 



SHUMAKER & SIEFFERT 



PAQE 33 



WO 2004/052459 PCT/US2fl03/038982 



9/10 




FIG. 9B 



B8/09/2007 14: 5G 6517351102 



SHUMAKER & BIEFFERT 



PAGE 



WO 2004/052459 



PCT/US20fl3/038!>82 



10/10 




FIG. 10A 




FIG. 10B 



08/09/2007 14:56 6517351102 



SHUMAKER S SIEFFERT 



irOERNATlONAL SEARCH REPORT 



intentional Applieatlon No" 

PCT/US 03/38982 



AceordBng to International Palgnt Cragsiqciatlpn (IPC) orlo bolti naioniji cJasaificaiion and IPC 



Documentation wsrchetl oHiai-lhan minlmtim dDcumemattpn to the at 



I such tiocumenls are ini 



In Itie fislds saarcheS 



Electronic data baaa consulted during the Inlernalional search (name of data t>ase and, where practical, search terms i. ■ 

EPO-Internal , WPI Data 



C. DOCUlWEWTS CONSIDERED TD BE RELEVANT 



Category ' Citalloti of docitmeni, wttti indicaiion, where approprlats, of the relevant passages 



US 6 358 281 Bl (BERRANG PETER G ET AL) 
19 March 2002 (2002-03-19) 
column 2, line 28 -colinnn 14, line 53; 
figures 1-6,15-18 

US 6 308 101 Bl (GORD JOHN C ET AL) 
23 October 2001 (2001-10-23) 

column 9, line 7 -column 14, line 19 
column IS, line 14 ^column 19, line 61; 
f 1 gures ID-F , 3A-B , 4A-B ,6 , 7 , 9A-B , lOA-B 

US 5 645 586 A (MELTZER MARK J) 
8 July 1997 (1997-07-08) 

colunin 3, line 5 -column 4, line 63; 
figures 1-5 



1-11, 
13-18 
12 



1-11, 
13-18 
12 



I- 10, 
14-18 

II- 13 



am ll9lB(f in the continuation cT be 



[)(~[ Palent family 



rrtcmbnrs ar* listed In annex. 



° Special categories of died documents ; 

'A' document defining the genersi state of tfiE afl which is 

cDnaidered to be of particular relevance 
'£' earlier document »u( puWlsbed op or afte 

filing date 

'L' document wtiloh may throw ttoubls on prioinjr datrnjajor 
Which is ejted to esiabliah the ptibllealion dalB of aiwthor 
citation or other spsdal reason (as specified) 

■O" document ralanlug to an oral disclosure, use, Mlilhltlon or 



I' doeumeni of paiticular rslevancs; (he claimsd Invention 
cannot be considered novel or cannot b6 Conaldered to 
Involve an inventive Step When the documant Is lalten alone 
" documenlof particular relevahee; the claimed Itivonlion 
cannot be coneidered Id itwolve an Inventive step when Ihe 
document l» combined witti one or moiG othar such dociK 
- - 1 obvious 10 a pifson sMlad 



In the an. 



lEpaiemfanniiy 



nl completion of the inlemaDonal ai 



27 Apri 1 2004 



Name and mailing addnsss of the ISA 

European Patent Office, P.B. 5Bia Fatemiaan 2 
NL-EEaoHVR|jsvji|k 
Tsl. (+31-70) 3iO-20ia "ne. 31 ^1 epo nl. 
Fax; (+31-70)340-3016 



Date of mamng or ihe 
07/05/2004 

Auttiorlzed officer 



Fuim PCT/lSA/2l(! (Msand siibbO frl:»iii»iy 200*) 



08/09/2007 14:56 



SHUMAKER S SIEFFERT 



ItOERNATIONAL SEARCH REPORT 



tnt^^onal A 

PCT/US 03/38982 



C^ConlinuaHon) DOCUMENTS C0NSIDEB5D TO BE RELEVANT 



Cotegoiy ' Citation qI document, wUh Indoatlon, where approprtate, or the rel»vant passaga? 



fielevani to claim No. 



US 6 Z69 Z66 81 (LEYSIEFFER HANS) 
31 Ouly 2001 (2001-07-31) 



column 7, line 9 -column 11, line 20; 

figures 1-3 

US 6 4S0 743 Bl (KIRKPATRICK BRUCE ET AL) 
12 November 2002 (2002-11-12) 
column 7, line 41 "-column 15, line 11; 
figures H 

US 6 176 879 Bl (LEYSIEFFER HANS ET AL) 
Z3 January 2001 (2001-01-23) 
column 3, line 34 -column 4, line 55; 
figures 1-5 



8-11, 
13-lS 
3,5-7,12 



1-18 



Fom PCTflSAffllO (MnBmiEifion of swintl^in*) {Januaiy 2004) 



B8/09/2007 14:56 6517351102 



SHUMAKER S SIEFFERT 



PAGE 37 



ERNATIONAL SEARCH REPORT 



PCT/US 03/38982 



Patent document 
cited In search rapcrt 


PubllcBtlon 
date 


Patent family 
meiTiber(s) 


Publication 


US 6358281 Bl 


19-03-2002 


AU 


770943 B2 


11-03-2004 






AU 


1845901 A 


12-06-2001 






UO 


0139830 A2 


07-06-2001 






CA 


23S4248 Al 


07-06-2001 






EP 


1233812 A2 


28-08-2002 






US 


2002019669 Al 


14-02-2002 



US 6308101 Bl 23-10-2001 US 6067474 A 23-05-2000 
US 6272382 Bl 07-08-2001 

US 6321126 Bl 20-11-2001 



US 5645586 A 08-07-1997 NONE 



US 6269266 Bl 31-07-2001 DE 19837912 CI 28-10-1999 

AT 215739 T 15-04-2002 

AU 751478 B2 15-08-2002 

AU 2601899 A 09-03-2000 

CA 2270683 Al 20-02-2000 

DE 59803622 Dl 08-05-2002 

EP 0982784 Al 01-03-2000 



US 6466822 Bl 15-10-2002 

US 2002169485 Al 14-11-2002 

EP 1145735 A2 17-10-2001 

US 6597954 Bl 22-07-2003 

EP 1145736 A2 17-10-2001 

US 2002072770 Al 13-06-2002 

US 2002077670 Al 20-06-2002 



US 6176879 


Bl 


23-01-2001 DE 


19829637 Al 


20-01-2000 






AU 


760215 B2 


08-05-2003 






AU 


2697099 A 


20-01-2000 






CA 


2265221 Al 


02-01-2000 






EP 


0969696 A2 


OS-01-2000 



Fonn PcTnSAWiD fnalcnt lamlljf BPom) IMvwnSiat} 



08/09/2007 14:56 6517351102 



SHUMAKER S SIEFFERT 



PAGE 38 



(12) INTERNATIONAL APPLICATION PUBLISHED UNKIJR THE PATENT COOPERATION TREATY (PCT) 



(19) World IntGllcclua] Properly 
Organizalioii 

International Bureau 



llliiiiliilliillliliillllliiN^^^^ 



(43) International J^blication Date 
24 June 2004 (24.06.2004) 



PCT 



(10) IntcDiational Publication Number 

WO 2004/052459 Al 



(£1) Intcrnallonal Patent Clawincalion'! A61N 1/J7S. l/3<5 

(31) Tnti;rnali(m«l Application Number; 

PCT/irS2003TOS982 

(21) TntcriiHliniMil Filing Dal«: 9 Dccqmhgr 2003 (09,112003) 

(15) Filing Laiigiiaj^c: English 

(26) PiibUcs 

(30) Priority Dahi: 

60/431.854 
60/471,262 
60/503,945 
60/503,946 
60/507.857 

I (71) Applicant! MEDTRONIC, INC- lUS/US], 
I Medtfonic Parkway, Minneapolis, MN 55432 (US). 

j (72) Inventors; WAHLSTRAND, Carl, D.; 6347 Langer 
[ Lane, Lino Lakes, MN 55038 (US). JANZIG, Darren, A-; 
I 1909 73rd St.. Cenlerville, MN 55048 (US). SINGHAL, 
; Ruchlka; 17 South First St„ Apt. A1005, MinneapoJis, 

; MN 55401 (US). SKIME, Robert M.; 2.^57 132nd 



■2002(09.12.20(X2) US 

1 6 May 2003 (1 6-05-2003) US 

20 September 2003 (20.09.2003> US 

20 September 2003 (20-09-2001) US 

I October 2003 (01, 10.2003) US 

710 



Avenue NW, Corni Rapids, MN 55448 (US). SCOTT, 
Erik, R.; 77SI Sbetimdoah Lane, Maple Gtovc, MN 
.'i.'i31 1 (US). RANDALL, .lames, E.; 38 106th Avenue 

NW, Coon Rapid,s, MN 55448 (US). 

(74) Agcnlr KELLY, .lason, Sliutnakef & Sieffert. P-A., 
8425 iieasons Parkway, Suite 105. St. Paul, MN 55125 
(US). 

(81) Designated States (national): AE. AG. AL, AM, AT, AU, 
AZ, BA, BB, BG, BR. BY, BZ. CA, CH, CN, CO. CR, CU, 
CZ, Tm. DK, DM, DZ, EC, RR, ES, FI, GB, GD. GE, Gl I. 
GM, HR. HU. ID, IL, IN, TS, JP, KE, KG, KP, KR. KZ, LC, 

I.K, LR, T.S, LT, 7.U, LV, MA, MD, MG, MK, MN, MW, 
MX, MZ, N I . NO, NZ, OM, K, PH, PL, PT, RO, RU, SC, 
SD, SE, SG, SK. SL, SY, TJ, TM, TN, TR, TT, TZ, UA. 

UG. UZ, VC, VN. M.:, ZA, ZM, ZW. 

(84) Designated Slates 1 tf^^ionaiy. ARIPO patent (BW. GH, 
CjM, KK, LS, MW, MZ, SL1, SI., SZ, TZ. UG, ZM, ZW), 
Eurasian patent (AM. AZ, BY, KG, KZ, MD. RU, TJ, TM), 
European patent (AT, BE, BG, CH, CY, CZ, DE. DK. EE. 
ES, R, PR, GS. GR. HU, IE, IT, LU, MC, NL. PT, RO, SE, 
SI. SK, TR), OAPI patent (BP, BJ, CF, CG, CI, CM, OA, 
GN, GQ, GW, ML, MR, NE. SN. IT), TG). 

[Continued on nejci pasej 



i (54) Title! CONCAVITY OF AN IMPLANTABLE MEDICAL DEVICE 




in 
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^ that it substantially conforms to a surface within a patient, such as the ctanium. when ii is implanted on that surface. In soniE 
O cmbtsdimcnts, tlie surface of the implantable medical device substantially conforms to an arc with a radius that is between 4,5 and 
O 9.5 centimeters, and is preferably approximately equal to 7 centimcicrs. The implantable medical device compri.scs a plurality of 
^ intcn:onneciod modules (30.32,34), and an ovcrmold (48,92,102) that at least partially encapsulates each of the modules. In such 
Q embodiments, at least one surface of the ovemiold is concave along at least one axis. I'urther. each of the mtyJules of such an 
IS^ jtnplantable medical device may coinpri.'^c a housing (36,38,40). and at least one surface of at least one of the housing.i may bo 
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AMENDED CLAIMS 

[Received by the Inteniafional Buiftau on 02 Jul 2004 (02.07.04): 
Originat claims 1- IS replaced by attierded claims 1-18] 

1 . An implantable medical device comprising: 

a plurality of interconnected modules, each of the modules comprising a housing; 

and 

an overmold that at least partially eijjcapsulates each of the housings, whereiti the 
ovennoM is fbxmed such that a surface of the oveonold is concave along at least one axis 
prior to manipulation of the implantable medical device, 

2. The implantable medical device of claim 1 , wherein the surface of the overmold is 
concave along two axes. 

3. The implantable medical device of claim 1 or 2, wherein Ihe ovennold is flexible. 

4. The implantable medical device of any one of claims 1 to 3, wherein the surface of 
the ovemiold is concave such that the surface conforms substantially to the cranium. 

5. The implantable medical device of any one of claims 1 to 4j wherein the surface of 
the overmold is concave such that the ovennold conforms substantially to an arc, and a 
radius of the arc is within a range &om 4.5 to 9,5 centitneters. 

6. The implantable medical device of claim 5, wherein the radius of the arc is 
approximately equal to 7 centimeters. 

7. The implantable medical device of claim 5 or 6, wherein the surface comprises a 
first sxMdface of the ovemiold that is proximate to a cranium of a patient when the 
implantable medical device is implanted on the cranium, and a second surface of the 
ovemxold that is distal from the cranium when the implantable medical device is implanted 
on the cranium substantially conforms to the arc- 

AMENDED SHEET (ARTICLE 19) 
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8. The implantable medical device of any one of claims 1 to 7, wherein, the overaiold 
does not encapsulate a portion of each of the modules that is proximate to a cranium of a 
patient when the implantable medical device is implanted on the cranium. . 

9. The implantable medical device of any one of claims 1 to 8, wherein ibe housing 
of each of the modules comprises a surface that is proximate to a cranium when tbe 
implantable medical device is implanted on the cranium, and the suriace of at least one of 
the modules is concave along at least one axis. 

10. The implantable m edical device of claim 9, wherein the modul e comprises a 
control module that includes control electronics, and the surface of the housing is concave 
along two axes. 

1 1 . The implantable medical dervice of claim 9, wherein the module is a power source 
module that include a battery with a wound coil construction, and the surface of the 
housing and the wound coil battery are concave along one axis. 

1 2. The implantable medical device of claim 9, wherein the module is a power source 
module that include a battery with a foil paclc construction, and the surfece of the housing 
and the foil pack battery are concave along one axis. 

13. The implantable medical device of claim 9, wherein Ihe module comprises a 
recharge module that includes a recharge coil for inductively receiving energy, and the 
surface of the housing and the coil are concave along two axes. 

14. The implantable medical device of claim 9, wherein the surfece of the bousing is 
concave such that the surfeoe conforms substantially to the cranium. 

15. The implantable medical desvice of claim 9, wherein the surface of the housing is 
corvcave such that the surface confomis substantially to an arc, and a radius of the arc is 
within a range from 4.5 to 9.5 centimeters. 
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16. The implantable medical device of daim 1 5, wherein the radius of the arc is 
approximately equal to 7 centimeters. 

17. The implantable medical device of claim 1 5 or 1 6, wherein the surface of the 
housing comprises a first smface of the housing, aad a second surface of the housiiig that 
is distal jfrom the cranium when the implantable medical device is implanted on the 
cranium conforms to the arc, 

1 8. The implantable medical device of any one of claims 1 to 17, ftirther comprising; 
a therapy delivery cirouit to deliver stimulation to a brain of the patient; and 
control electronics to control the delivcay of stimulation by the therapy delivery 

circuit, wherein the therapy delivery circuit and control electronics are located within one 
of the modules. 
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